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Dccembcr 11, 1996

Mr. LouisB. Wiano
President
UniversityPhsm& k
600 Ckncrd Mouton
Lafayette,Louisiana70501

e Dear Mr. Viviano:

Duringan inspectionof UniversityPlasma, Inc., dba UniversityPlasma services,
locatedat 600 Gencrd Mouton, Lafkycttc,Louisiana,on November6-8, 1996, our
investigatordocumentedviolationsof Section501(a)(2)(B)of the IWerd Food, Drug,
and bsmctic Act and Title 21 Code of %dti RCgUMOnS(21 WR), Parts 600-680.

The violationsnoted involveyour firm’s htim @ dnm~ for be Physician $ubsti-
tute: 1) a current license andkr certificationin tie sW of LOuisiana(or any other
state); Z)documentationof participationin a physiciansubstituteprogram or any
simiJartrainhg; 3) a physician’sevaluationof pdorman% @ 4} ● curridum vitae.

The aboveviolationsarc not intendedto b an al!-inclusivelist of deficienciesat your
facility. It is your rcqonsibility, as ResponsibleHead, to asaw that your establish-
ment is in compliancewith all requircmeo~ of the f~cral regulations.

You shouldtake prompt measuresto correct these deviations. Failure to promptly
corrcd tbcscdeviationsmay result in rq@aWy actionwithout fbrther notice Such
action inchdcs license wpcnsion andhr rcvodon, seizureandhr injurxtion.
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Your response shouldbe directi to NicoIe F. Hardk ComplianceOfficer, U.S.
Food and Drug Administration,4298 Elysim Fields Avenue, New Orleans, LQuisiana,
70122-3848, telephonenumber (504) 589-7166. Shouldyou have any questions
concerning the contentsof this letter, or if you desire a meeting with the agency sW,
do not hesitate to contactMs. Hardin.

sincerely,

(/hmes E, Garnet
District Director
New Orleans District

Enclosure: FDA-483


